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§520.2455

intended for food use. If the label bears
directions for administration by stom-
ach tube or drench, it shall also bear
the statement ‘‘Caution: Federal law
restricts this drug to use by or on the
order of a licensed veterinarian;” if not
labeled for use by stomach tube or
drench, the label shall bear the state-
ment, ‘“‘Consult your veterinarian for
assistance in the diagonosis, treat-
ment, and control of parasitism.”

[46 FR 18963, Mar. 27, 1981, as amended at 46
FR 52330, Oct. 27, 1981; 62 FR 63271, Nov. 28,
1997]

§520.2455 Tiamulin.

(a) Specifications. (1) Each gram of
soluble powder contains 450 milligrams
(mg) tiamulin hydrogen fumarate.

(2) Bach milliliter (mL) of solution
contains 1256 mg (12.5 percent) tiamulin
hydrogen fumarate.

(3) Each mL of solution contains 123
mg (12.3 percent) tiamulin hydrogen fu-
marate.

(b) Sponsors. See sponsor numbers in
§510.600(c) of this chapter for use as in
paragraph (d) of this section.

(1) No. 058198 for products described
in paragraphs (a)(1) and (a)(2) of this
section.

(2) No. 066104 for the product de-
scribed in paragraph (a)(1) of this sec-
tion.

(3) No. 000859 for the product de-
scribed in paragraph (a)(3) of this sec-
tion.

(c) Related tolerances. See §556.738 of
this chapter.

(d) Conditions of use in swine—(1)
Amounts and indications for use. Admin-
ister in drinking water for 5 consecu-
tive days:

(i) 3.5 mg per (/) 1b of body weight
daily for treatment of swine dysentery
associated with Brachyspira
hyodysenteriae susceptible to tiamulin.

(ii) 10.5 mg/1b of body weight daily for
treatment of swine pneumonia due to
Actinobacillus pleuropneumoniae suscep-
tible to tiamulin.

(2) Limitations. Use as only source of
drinking water. Prepare fresh medi-
cated water daily. Withdraw medica-
tion 3 days before slaughter following
treatment at 3.5 mg/lb and 7 days be-
fore slaughter following treatment at
10.5 mg/l1b of body weight. Swine being
treated with tiamulin should not have
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access to feeds containing polyether
ionophores (e.g., lasalocid, monensin,
narasin, salinomycin, or
semduramycin) as adverse reactions
may occur. The effects of tiamulin on
swine reproductive performance, preg-
nancy, and lactation have not been de-
termined.

[70 FR 75017, Dec. 19, 2005, as amended at 74
FR 7180, Feb. 13, 2009; 75 FR 54492, Sept. 8,
2010; 77 FR 56770, Sept. 14, 2012; 78 FR 17596,
Mar. 22, 2013]

§520.2473 Tioxidazole oral
forms.

dosage

§520.2473a Tioxidazole granules.

(a) Specifications. BEach gram of gran-
ules contains 200 milligrams of
tioxidazole.

(b) Sponsor. See No. 000061 in
§510.600(c) of this chapter.

(c) Conditions of use—(1) Horses—(i)
Amount. 5 milligrams per pound of body
weight as a single dose.

(ii) Indications for use. Removal of
mature large strongyles (Strongylus
edentatus, S. equinus, and S. vulgaris),
mature ascarids (Parascaris equorum),
mature and immature (4th larval
stage) pinworms (Oxyuris equi), and ma-
ture small strongyles (Triodontophorus
sSpp.).

(iii) Limitations. For administration
with feed: Sprinkle required amount of
granules on a small amount of the
usual grain ration and mix. Prepare for
each horse individually. Withholding of
feed or water not necessary. Not for
use in horses intended for food. The re-
productive safety of tioxidazole in
breeding animals has not been deter-
mined. Consult your veterinarian for
assistance in the diagnosis, treatment,
and control of parasitism. It is rec-
ommended that this drug be adminis-
tered with caution to sick or debili-
tated horses.

(2) [Reserved]

[60 FR 52772, Dec. 26, 1985; 51 FR 2693, Jan. 21,
1986, as amended at 52 FR 7832, Mar. 13, 1987]

§520.2473b Tioxidazole paste.

(a) Specifications. Each plastic syringe
contains 6.25 grams of tioxidazole.

(b) Sponsor. See No. 000061 in
§510.600(c) of this chapter.
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